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CONSULTANTS TO THE PHARMACEUTICAL AND ALLIED INDUSTRIES
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Food and Drug Administration (HFA-305)
5630 Fishers Lane

Room 1061

Rockville, MD 20852

CITIZEN PETITION

Dear Sir or Madam:

This petition is submitted in quadruplicate pursuant to 21 CFR 10.30 and in accordance
with the regulations at 21 CFR 314.161, requesting the Commissioner of the Food and
Drug Administration to provide a determination whether a listed drug has been
voluntarily withdrawn for safety or effectiveness reasons, as outlined below.

A. Action Requested

The petitioner requests that the Commissioner of the Food and Drug Administration
determine whether Neoral® Soft Gelatin Capsules (Cyclosporine Capsules for
microemulsion) 50 mg, (NDA No. N50715), by Novartis Pharmaceuticals Corp., have
been voluntarily withdrawn or withheld from sale for safety or efficacy reasons.

B. Statement of Grounds

Neoral® Soft Gelatin Capsules (Cyclosporine Capsules for microemulsion) 50 mg,
(NDA No. N50715), by Novartis Pharmaceuticals Corp., are not available for sale in the
marketplace. Because there is no current commercial distribution of this drug product, it
is requested that the FDA determine whether Novartis’ decision not to market Neoral®
Soft Gelatin Capsules (Cyclosporine Capsules for microemulsion) 50 mg, was for
reasons for safety or effectiveness. Please note, that the current edition of the
Approved Drug Products with Therapeutic Equivalence Evaluations (“The Orange
Book”) does not list Neoral® Soft Gelatin Capsules (Cyclosporine Capsules for
microemulsion) 50 mg, in the Discontinued Drug Product List section.
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C. Environmental Impact

A claim for categorical exclusion of the requirements for an environmental assessment
is made pursuant to 21 CFR 25.31.

D. Economic Impact

Pursuant to 21 CFR 10.30(b), economic impact information is submitted only when
requested by the Commissioner. This information will be promptly provided, if so
requested.

E. Certification

The undersigned certifies that, fo the best knowledge and belief of the undersigned, this
petition includes all information and views on which the petition relies, and that includes
representative data and information known to the petitioner, which are unfavorable to
the petition.

Respectfully submitted,
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1. Complete applicable white sections of the U.S. Airbill. Sign and
date the Airbill at the Sender’s Signature line. Please press hard.

2. Peel off protective covering fram back of Airbill,

3. Affix Airbill to envelope within dotted lines shown.

4. When using a Drop Box - follow special instructions on the
Drop Box.

International Shipping
indudes Conada & Puerto Rice
Maust be typed

1. Complete applicable white sections of the International Express
Airbill. Sign and date the Airbill at the Sender's Signature line.

2. Place Airbill in plastic sleeve.

3. Peel off bottom portion from back of plastic sleeve. Do not seal top

* portion of the plastic sleeve to the envelope.

4. Affix bottom portion to envelope within the dotted lines shown.

Airborne driver must sign Airbill before sealing.

. Attach the Airborne Express Shippers Label within the dotted lines. o
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United States Shi Limitation on Contents

The maximum acceptable contents of a Letter Express is forty (40)
8-1/2 x 11 pages. If the gross weight of the contents, envelope and
airbill exceeds 1/2 pound, the next higher rate will apply. Contents
must be of a size and shape which fit the envelope and allow it to be
securely sealed without damage. Cash or cash equivalent should not
be shipped. Items of high intrinsic value should not be shipped in
Letter Express packaging.

Limitations of Liability

Liability of Airborne Express is limited on Letter Express to $100.00
U.S.D., unless a higher value is declared for carriage on our airbill.
The maximum declared value on the Letter Express is $500.00 U.S.D.
Airborne Express shall not be liable in any event for special,
incidental or consequential damages, including but not limited to loss
of profits or income. Services are provided as defined in the current
Airborne Express Service Guide (subject to change without notice).
Copies are available upon request.

__To reach your local CUSTOMER SERVICE CENTER Call 1-800-AIRBORNE (1-800-247-2676) U.S. only.
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